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e Failed to produce documents verifying the interpreting physiciarn, S gpp—. , 111ct
the initial requirement of being certified in the appropriate specialty by an FDA-approved board
or having two months of initial training in the interpretation of mammograms prior to April 28,
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e Failed to produce documents verifying the mterpreting physician, St SIesumpmme, 1ct the
initial requirement of being certified in the appropriate speciaity by an FDA-approved board or
having two months of initial training in the interpretation of mammograms prior to April 28,
1999.

e Failed to produce documents verifying the interpreting physician, Sl NGRS, 11\ct
the initial requirement of being certified in the appropriate specialty by an FDA-approved 't?oard
or having two months of initial training in the interpretation of mammograms prior to Aprii 28,
1999.

e Failed to produce documents verifying the interpreting physician, “SmuGGus_ ., 1ct
the initial requirement of holding a valid state license to practice medicine.
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e The system to communicate results is not adequate for the site The Medical Group because:

- There is no system in place to provide timely lay summaries; and,
- There is no system in place to communicate serious or highly suggestlve cases as soon as
possible (ASAP).
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e Failed to produce documents verifying the interpreting physician, Wiuiliiiem®. mct the
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continuing experience requirement of having interpreted or multi-read 960 mammograms in 24

months.
e Failed to produce documents verifying the interpreting physician, Silliisieelllanley et the
5 e ey —— ¢ § wiae
continuing experience requirement of having interpreted or multi-read 960 mammograms in 24
months.
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conunumg Xperience requireiment o1 naving ImerpréiCa or muiii-réad Yov Maimimograms 1n 24
months.
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e The measured fog density is equal to 0.1 for darkroom one at the site The Medical Group.

e The facility has not specified adequate procedures to be foliowed for infection control or did not
follow them when required at the site The Medical Group.

e The facility has not specified adequate written procedures for collecting and resolving consumer
complaints or did not follow them when required at the site The Medical Group.

e Failed to produce documents verifying the interpreting physician, SRR, (0 CME’s
in 36 months) met the continuing education requirement of having taught or completed at least

15 category one continuing medical education units in mammography in 36 months.

e Failed to produce documents verifying the interpreting physician, MAESRMSSNINNEE:, mct the
initial experience requirement of having interpreted or multi-read 240 mammograms in 6

months.
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* Failed to produce documents verifying the interpreting physician, WiilisaNNSRMANNS 1t
the initial experience requirement of having interpreted or multi-read 240 mammograms in 6

months.

e Failed to produce documents verifying the interpreting physician, 4iiyiemsunuig
the initial requirement of having 40 hours of medical education in mammography prior to April

28, 2001.

 Failed to produce documents verifying the interpreting physician, NSRS ! the
initial requirement of having 40 hours of medical education in mammography prior to April 28,

2001.

e Failed to produce documents verifying the interpreting physician, m _____

the initial experience requirement of having interpreted or multi-read 240 mammograms in 6

months.
e Failed to produce documents verifying the interpreting physician, Silitidithasaiastle |,
T LETrow~- > |||
the initial requirement of having 40 hours of medical education in mammography prior t6 April
28, 2001.

e Medical audit and outcome analvsis was not done senaratelv for each individial at the cite The
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the quality of mammography at your facility and potentially overexpose
employees invoived with mammography.
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It is your responsibility to ensure adherence to each requirement of the M
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Standards Act of 1992 (MQSA) and FDA's regulauons You
determining the cause of these deficiencies as identified an

corrective action.
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o promptly initiate permanent

If you fail to properly address these deficiencies, FDA may, without further notice, initiate
regulatory action. Under MQSA, FDA may:

e Impose civil money penalties on a faciiity of up to
comply with, or each day of failure to comply with, th

m

e Suspend or revoke a facility's FDA certificate for failure to comply with the Standards; and/or,
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o Segk an‘injunction in federal court to prohibit any mammography activity that constitutes a
sertous risk to human health.

Within 15 wprking days after receiving this letter, you should notify FDA in writing of each step
your facility is taking to prevent the recurrence of any similar violations.

If your facility is unable to complete these corrective actions within 15 working days, you should
state the reason for the delay and the time within which the corrections will be completed.

Your reply should be directed to Joseph E. Hayes, Compliance Officer, U.S. Food and Drug
Administration, 297 Plus Park Boulevard, Nashville, Tennessee 37217, telephone 615/781-5389,
extension 125, with a copy to the State of Tennessee. Should you have questions regarding this
letter or MQSA standards, you may call Karen Smallwood, Radiation Specialist, at 615/781-5380,
extension 144.

Sincerely,

a2 /ﬂ/u/»h/

Carl E. Draper
District Director
New Orleans District

CED:KRS:krs:krz

cc: Darlene Nalepa-Whitmill
Tennessee Department of Environment and Conservation
2700 Middlebrook Pike, Suite 220
Knoxville, TN 37921

Jessica Soileau

Division of Radiological Health
2510 Mt. Moriah RD., Suite E-645
Perimeter Park

Memphis, TN 38115

Priscilla F. Butler, M.S.

Director, Breast Imaging Accreditation Programs
Standards and Accreditation Department
American College of Radiology

1891 Preston White Drive

Reston, Virginia 20191



